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Abstract

Meta-regulation — the rules that govern how individual policies are developed and reviewed — has not received
much attention in the study of health policy. We argue that these rules, far from value-free and objective, have
significant potential to shape policy outputs and, as such, health outcomes. Channelling and operationalising wider
paradigms like neoliberalism, they determine, for instance, what is considered ‘good’ policy, how decisions are made,
based on which evidence, and whose voices matter. Exploring an archetypal example of meta-regulation, the Euro-
pean Union's Better Regulation agenda, we illustrate why meta-regulatory tools such as impact assessment, stake-
holder consultation, and evaluation — and the norms that underlie their application — matter for health. In so doing,
we concentrate especially on the ways in which Better Regulation may affect interest groups’ability to exert influence
and, conversely, how actors have sought to shape Better Regulation. We argue that attention to meta-regulation
contributes to counter-balancing the focus on agency within debates at the intersection of globalisation and health,
and notably those on regulatory practices and coordination. Whilst research has noted, for instance, the origins

of frameworks like Better Regulation and the increasing inclusion of ‘good regulatory practice’ provisions within trade
and investment agreements, less attention is directed to the role that these frameworks play once institutionalised.
Yet, as we illustrate, there is considerable scope for meta-regulation to enhance our understanding of the forces
shaping health policy via, for instance, conceptualisations of the (social, economic, political, commercial) determi-
nants of health. As such, we call for increased attention to the role of meta-regulation in research and practice aimed

atimproving human and planetary health.

Keywords Meta-regulation, Impact assessment, Public policy, European Union, Commercial determinants,
Stakeholder consultation, Evaluation, Regulatory oversight, Good regulatory practice

Introduction

Scholars seeking to understand what shapes population
health have long recognised the need to look beyond
proximal factors. A significant body of work harnesses

*Correspondence:

Kathrin Lauber

kathrin.lauber@ed.ac.uk

! Global Health Policy Unit, School of Social and Political Science,
Chrystal Macmillan Building, 15a George Square, University of Edinburgh,
Edinburgh EH8 9LD, UK

B BMC

insights from relevant fields of political science, inves-
tigating the role of actors, ideas, and politics in shaping
public health policy outcomes [1, 2], and an emergent
literature explores how these dynamics are shaped by
distal, structural forces like neoliberalism and globalisa-
tion (e.g., [3, 4]). Drawing attention to the ways in which
commercial actors prevent or undermine the develop-
ment and implementation of effective, equitable policies
has been a particularly valuable contribution of the fast-
growing commercial determinants literature [5-8]. A
focus on agency, however, has often neglected the role of
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the wider structures within which actors operate [4]. In
this Debate, we seek to highlight a specific type of struc-
tural factor which, we argue, has significant potential to
enhance our understanding of the forces shaping health
policy: meta-regulation [9].

Conceptually situated between the level of concrete,
sector-specific regulations, and abstract, overarching
paradigms, meta-regulation refers to ‘the rules that gov-
ern the rules’ [9]. Meta-regulations are the institutional
structures which scaffold interactions and decision-
making across all policy sectors within a political system.
Often channelling and operationalising wider paradigms
like neoliberalism, these rules play a crucial role in shap-
ing policy processes. They determine, for instance, what
is considered ‘good’ policy, how decisions are made,
based on which evidence, and whose voices matter. These
factors, in turn, have a profound impact on policy out-
puts. Crucially, meta-regulation shapes, and is shaped
by, agency. It is a vehicle for political agendas and inter-
est representation and, not least because of its capacity to
redistribute power in the policy process, subject to lob-
bying like any other public policy.

Meta-regulation has rarely been problematised in
the public health context. Yet, it has clear relevance to
debates at the intersection of globalisation and health,
notably those on regulatory practices and coordination.
Meta-regulation aimed at ‘bettering’ the quality of poli-
cymaking processes and outputs is now commonplace,
driven in part by the Organisation for Economic Cooper-
ation and Development’s promotion of ‘good regulatory
practice’ [10], and research documents the increasing
inclusion of such provisions in new generation trade and
investment agreements [11, 12]. Less attention is directed
to the role that these frameworks play once institution-
alised. They are rarely considered within theorisations
of the (social, economic, political, commercial) determi-
nants of health, despite their relevance to the practice of
policymaking and, ultimately, policy outputs. Elsewhere,
we have integrated meta-regulation into conceptualisa-
tions of ‘regulatory chill’ found in the trade and health
literature, elaborating an alternative pathway by which
health regulation might be weakened or precluded [13].
There remains considerable scope for attention to meta-
regulation to enhance our understanding of, for instance,
how corporate agency is exercised in, and impacts on,
health policymaking [5, 7, 8] and how neoliberal para-
digms are enshrined in the institutional mechanisms that
shape policy spaces [4, 14].

In this Debate we introduce, and argue for greater
attention to, meta-regulation. To demonstrate its impor-
tance to public health — which, we assert, is rooted in
its interaction with agency — we present a prototypical
example of meta-regulation: the European Union’s (EU)
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Better Regulation agenda. In so doing, we build on a body
of research evidencing the role of corporations and gov-
ernments in promoting Better Regulation [15, 16]. We
reach beyond this to illustrate how, once institutional-
ised, Better Regulation enables and constrains actors’
ability to influence the health policy process, and how
actors, in turn, seek to shape this infrastructure. We draw
on primary analyses of EU transparency data, policy doc-
uments, and publications by key interest groups, as well
as a review of the academic and grey literature, the latter
including reports from non-governmental organisations
and think tanks.

Meta-regulation, agency, and public health

Bronwen Morgan defines meta-regulation as a “set of
institutions and processes that embed regulatory review
mechanisms into the every-day routines of governmen-
tal policymaking” [9] in the form of a sector-neutral gov-
ernance mechanism. As she notes, while it is “mostly an
affair of technical bureaucratic minutiae’,

The stakes underlying meta-regulation are neither
technical nor dry. In essence, meta-regulation man-
ages the tensions between the social’ and ‘economic’
goals of regulatory politics, tensions that enflame
passionate and highly wrought political conflict over
the ethical limits of global capitalism. [9]

Meta-regulation sets the course of decision-making
and many of the parameters within which those seeking
to shape policy operate, including, for instance, which
department leads on a particular file, at what point the
public and affected stakeholders should be consulted, and
how and when impacts should be assessed. It is for this
reason that various national governments and multina-
tional companies, including British American Tobacco
(BAT), worked to promote mandatory impact assessment
(IA) in EU policymaking [16], and have sought to extend
or export ‘good regulatory practice’ frameworks via trade
agreements like the Transatlantic Trade and Investment
Partnership [17]. Yet, we know little about how meta-reg-
ulatory structures and norms — for example, the role and
purpose assigned to IA, the specific assessment criteria
and methodologies used, the design of oversight mecha-
nisms — shape actors’ engagement with the policy pro-
cess. These factors represent the kind of distal, structural
forces that determinants of health models seek to cap-
ture and that are currently under-explored in the public
health literature.

The EU Better Regulation agenda

Better Regulation is a textbook example of meta-regula-
tion: applicable to all policy sectors, it sets out the precise
procedures that EU officials must follow when creating
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or revising policies, the principles and objectives that
should inform policy development, and the role of par-
ticular actors and tools at different stages of the policy
process. Having emerged in the United States, the idea
of ‘better’ or ‘smart’ regulation gained popularity in (for-
mer) EU member states — mostly notably the UK, Ger-
many, and the Netherlands — through the 1990s, and the
adoption of an EU Better Regulation agenda was subse-
quently promoted by these governments, along with an
array of corporate actors [16]. For the former, the agenda
was a way to impose some control over the legislative
initiative of the EU [18, 19]; for the latter, as illustrated
by internal documents from BAT, support was rooted in
a view that it “could help the company defeat efforts to
introduce policies restricting smoking” [16]. The EU Bet-
ter Regulation framework has evolved incrementally but
the consolidated, comprehensive iteration that structures
current policymaking was adopted in 2015 and amended
in 2019 and 2021 [20-22].

Better Regulation seeks to improve the quality of EU
legislation by strengthening its evidence base, increasing
participation in policymaking, and reducing the burden
of legislation for businesses and citizens [20]. In practice,
it is a physical document — a ‘manual’ for policy-makers
— describing the policy process, relevant tools, proce-
dures, and responsibilities [23, 24]. Most existing work
focuses on the stated aims and constituent tools of Better
Regulation, assessing whether they perform as intended
[25-27]. Less attention is paid to its underlying assump-
tions or wider impacts. Yet, Better Regulation is also an
idea, given substance as a set of high-level guiding prin-
ciples about the ends that all policies should serve. Spe-
cifically, it is a chameleonic idea [28]; some perceive it is
a commitment to deregulate, whilst others see an effort
to address the perceived lack of democratic legitimacy
in EU policymaking by ensuring high-quality policy pro-
cesses [29, 30]. Consequently, and like most meta-regu-
latory programmes, Better Regulation is difficult to pin
down for the purposes of analysis. Below, we deconstruct
the agenda to identify five core policy tools, rooted in the
overarching norms of participation, burden reduction,
and evidence-based policymaking, and supported by the
application of several principles [27, 31].

Normative basis

The reduction of regulatory burden or ‘red tape’ for
citizens and businesses, including via simplification of
existing interventions and mandated consideration of
alternatives to regulation, has been a core aim of Bet-
ter Regulation since its inception. Despite its origins
and the explicitly deregulatory thrust of early iterations,
the Commission asserts that the agenda “is not about
regulating or deregulating” [24] but concerns regulatory
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quality. A second norm of participation reflects the
assumption that policy is ‘better’ and more legitimate if
the views of affected stakeholders and citizens are sought
and considered throughout the policy process. Lastly, a
norm of evidence-based policymaking is operationalised
through the systematic assessment of available evidence
and, preferably, quantification of policy impacts — includ-
ing costs and benefits — before and after the adoption of
legislation.

Policy tools and principles

At its core, Better Regulation consists of a set of five
policy tools, concrete procedural instruments which
operationalise the norms set out above. These are: impact
assessment, evaluation, consultation, quality control, and
regulatory stock management. Notably, the Better Regu-
lation agenda is not enshrined in EU law. While the appli-
cation or outcomes of IA, evaluation, or consultation can
be invoked to defend or question the legitimacy of legis-
lation, no legal basis exists on which legislation could be
dismissed for not ‘complying with’ Better Regulation.

Impact assessment

Key to operationalising norms of evidence-based policy-
making and burden reduction, a mandate to assess some
impacts of EU legislation has been in place since 1986
[32]. The 2002 Better Regulation package combined eco-
nomic, social, and environmental IA into an ‘integrated’
process, and the 2015 reform saw an expansion of IA
requirements to all legislative and non-legislative acts, as
well as significant delegated and implementing measures
[22, 23]. Some IAs are supported by risk assessments.

Evaluation

Evaluations of an individual intervention, or cross-cut-
ting Fitness Checks of multiple related interventions, are
used to assess the performance of initiatives against the
criteria of efficiency, effectiveness, coherence, relevance,
and EU added value. They also directly address ambi-
tions to develop ‘evidence-based’ and minimally burden-
some policy by providing baseline scenarios of costs and
impacts [24].

Stakeholder consultation

Operationalising a norm of openness and participation,
the Commission uses a broad range of methods to con-
sult stakeholders throughout policy preparation and
review. Consultation can take the form of public ques-
tionnaires, conferences, targeted meetings, or invita-
tions to comment on documents. The aim is to provide
all interested and affected parties with the opportunity
to contribute their views on IAs, major evaluations and
Fitness Checks, draft delegated and implementing acts,
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adopted policy proposals, and ongoing opportunities for
simplification. Later reforms introduced an additional
consultation stage, based on ‘calls for evidence’ (previ-
ously Roadmaps or Inception IAs), which prompts stake-
holder input at an early point in the policy process [22,
33].

Quality control

Regulatory oversight is intended to uphold the ‘quality
standards’ set by the Better Regulation agenda. The Reg-
ulatory Scrutiny Board (RSB, previously Impact Assess-
ment Board) is led by a Director-General and staffed
with three external experts and three high-level Com-
mission officials on a three-year mandate [34]. It assesses
the quality (not the substantive content) of all IAs and
major evaluations, and advises on Better Regulation
more broadly. RSB opinions are not formally binding, but
IAs are not deemed adequate in the absence of a positive
opinion, and a second negative opinion means that ini-
tiatives can only progress if the relevant Vice-President
permits [23].

Regulatory stock management

Finally, the Better Regulation agenda implements sev-
eral instruments designed to control the stock and flow
of EU regulation. The REFIT (regulatory fitness and
performance) programme structures systematic review
of existing laws, to ensure that they are ‘fit for purpose’
and that simplification and burden reduction potential is
considered throughout the policy cycle [24, 35]. REFIT
is complemented by the Commission’s new one-in, one-
out (OIOO) programme, which seeks to “[offset] newly
introduced burdens [...] by removing equivalent burdens
in the same policy area” [36, 37].

Principles

Throughout the application of the above policy tools, a
set of cross-cutting principles guide decision-making.
Proportionality and subsidiarity establish that EU action
should not go beyond what is necessary to achieve the
desired outcome and should not proceed unless it is
more effective than action at the national level, respec-
tively. They are codified as Treaty law but were devel-
oped within the debates that underpinned early Better
Regulation initiatives and have an inherent concern
with “restraint in both the form and content of regu-
lation” [38]. Several non-Treaty principles have been
integrated into the Better Regulation toolbox through
specific criteria and guidance, although the consistency
of their application remains unclear [39]. Such principles
include ‘think small first’ (focusing on small and medium
enterprises), mainstreaming EU action in pursuit of
the Sustainable Development Goals, ‘digital by default’
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(advancing the EU’s ‘digital transition’ policy), operation-
alising the European Green Deal pledge to ‘do no signifi-
cant harm’ to environmental objectives, and integrating
‘strategic foresight’ into decision-making [23, 33]. Of
particular note here is the innovation principle which
commits the EU to systematically consider impacts on
firms’ “capacity and incentives to innovate” [23] when
developing policy [40, 41]. Favoured by corporate actors,
this principle is often presented as ‘complementary’ to
the precautionary principle [42], which posits that risk
management action should be taken despite scientific
uncertainty if there are reasonable grounds to anticipate
serious or irrevocable impacts on human or planetary
health, and is widely recognised as an important driver
of progressive EU environmental protections. Although
the innovation principle is not part of Treaty law like
the precautionary principle, its growing uptake calls for
heightened scrutiny of its implications for health and
environmental regulation [43, 44].

Agency shapes structure shapes agency: the role of Better
Regulation in health policymaking

The norms, tools, and principles constituting Better
Regulation shape and are shaped by agency, interacting
with the practice of policy-makers, interest groups, poli-
ticians, and other actors. Focusing on corporate agency,
this section illustrates the pathways through which stake-
holders act on Better Regulation, and how the agenda, in
turn, shapes their advocacy efforts.

Lobbying ‘one level up’: how have actors sought to shape
Better Regulation?

The shaping of meta-regulation by stakeholders is an
example of lobbying ‘one level up’, beyond the content
of sector-specific proposals. In the campaign to intro-
duce Better Regulation at the EU level, BAT capitalised
on the chameleonic nature of the idea and adapted its
framing of Better Regulation according to its audi-
ences. When speaking to other large corporations,
BAT and its wider coalition described Better Regula-
tion as a fundamental regulatory reform; when writing
in papers aimed at policy-makers, it was framed more
narrowly, as a technical tool to improve the quality and
legitimacy of decision-making [16]. Two decades later,
a think-tank associated with BAT and involved in these
papers, the European Risk Forum (now the European
Regulation and Innovation Forum, ERIF), lists among
its self-declared achievements the important role it
played in the adoption of the innovation principle, the
implementation of detailed evaluation guidelines, and
the establishment of the RSB [45]. The Forum, whose
members include a range of companies, public rela-
tions firms, and business associations, remains active
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in its efforts to shape EU regulatory practice. In addi-
tion to its well-established role in promoting the inno-
vation principle against a backdrop of concern about
the “disproportionate of unjustified use of precaution”
[46], recommendations made in its published materials
include, for instance, extending requirements for con-
sultation and IA, and assessing ‘ideological’ of ‘belief-
based’ bias alongside financial conflicts of interest in
regulatory expert committees [47]. Similarly, demands
raised by BusinessEurope, a multi-industry lobby
group, include deeper integration of the innovation
principle, and an overall greater emphasis on minimis-
ing burdens on business, including via the new OIOO
approach (e.g., [48-50]).

Several major civil society organisations have (more
recently) included Better Regulation in their advocacy
and launched counter-campaigns which highlight the
potential threat that the current iteration of Better
Regulation poses to health and environmental pro-
tections [51-54]. Responding with alarm to the 2015
reforms, a civil society coalition launched the Better
Regulation Watchdog, aimed at resisting the weaken-
ing and neglect of essential regulations [55]. However,
the initiative has since fallen inactive and, overall,
it appears that corporate actors continue to be more
successful in shaping the Better Regulation agenda,
directly and indirectly [16]. Available meeting disclo-
sures from high-level Commission officials and the
RSB suggest that the sustained outreach by compa-
nies and business groups manifests in more access,
and indicate that between 2015 and 2022, no external
organisation had as many meetings on the subject of
Better Regulation as BusinessEurope, closely followed
by the American Chamber of Commerce to the EU
[56].

Although corporate actors’ support for and role in
establishing Better Regulation does not necessarily
mean that the agenda is counterproductive for health
or the environment, awareness of the ways in which
interest groups have attempted and continue to shape
the agenda — and why - is crucial for recognising its
potential implications.

How does better regulation shape actors’ capacity

to influence policy?

Using illustrative examples, we outline two intercon-
nected pathways between Better Regulation and the
institutional power of corporate actors, in particu-
lar: first, Better Regulation can be used instrumentally
through engagement with the tools described above;
second, the norms and principles of Better Regulation
can be employed discursively.
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Instrumental use of better regulation tools

There is a risk that IA requirements for specific evi-
dence provide ripe grounds for informal challenge on
procedural grounds. A well-known example is the case
of REACH (Registration, Evaluation, Authorisation and
Restriction of Chemicals), a major regulation which
applies to all chemical substances. When the Commis-
sion announced that it was developing REACH in 2003,
industry groups commissioned several consultancies
(including the company later tasked with conducting
the Commission IA) to produce alternative assess-
ments, emphasising regulatory costs for business, and
successfully lobbied for the inclusion of three industry-
sponsored assessments within the Commission’s IA
framework [15, 57]. More recently, the Commission’s pro-
posal for a revised packaging and waste regulation (Regu-
lation (EU) 2019/1020) was followed by a campaign led
by McDonald’s, opposing the focus on packaging reuse
[58]. Titled ‘No Silver Bullet, the campaign was based on
a report which was positioned as an impact assessment
study. Authored by consulting firm Kearney for McDon-
ald’s, it concludes, inter alia, that reuse models can lead
to high costs and increased plastic waste, arguing instead
that “[s]takeholders across the value chain — including
private, public, and civil sectors — need to work together
to develop a set of mixed solutions” [59].

Further, the requirement to conduct increasingly com-
plex IAs risks delaying much needed action, which can
be amplified by challenges and procedural issues, such as
RSB rejection [14, 15, 60]. The role of the RSB in ‘enforc-
ing’ Better Regulation and quality-controlling policy
development has also been criticised on the basis that the
Board’s membership has included little health or envi-
ronmental expertise, its independence is stated but not
safeguarded, and its interactions with stakeholders are
not sufficiently transparent [53, 61, 62]. A recent report,
for instance, described the RSB, and Better Regulation
more generally, as “a self-inflicted obstacle to re-protect-
ing Europe” [61].

Far from a value-neutral tool to gather feedback, con-
sultation frequency, form, design, and analysis intrinsi-
cally shape actors’ engagement with decision-makers.
While the expansion of consultation under Better Reg-
ulation theoretically enables a wide range of societal
actors to feed into decision-making, in practice, it also
risks privileging well-resourced business interests that
are better-able to translate increased opportunities
into access [15, 52, 60]. In the recent consultation on
the revision of the General Pharmaceutical Legislation
(GPL), for instance, nearly half of the feedback received
on the early-stage inception IA and roadmap document
(48.5%) originated from companies or business associa-
tions, and the pharmaceutical industry made up 28.4%
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of respondents to the open public consultation. In a tar-
geted survey used to gather specific feedback, the Com-
mission acknowledged that “[r]epresentation amongst
the different groups was not as anticipated with industry
particularly over-represented (55.1%) and [civil society
organisations] underrepresented (5,8%)” [63]. Moreo-
ver, available information suggests that pharmaceutical
industry groups were able to meet significantly more fre-
quently with officials. Commission Vice-President Mar-
garitis Schinas and his cabinet, for instance, engaged in
at least 26 meetings between January 2020 and October
2023, 22 of which were solely with pharmaceutical com-
panies or industry associations [64, 65]. Whilst a causal
link between engagement in consultation and influence
over policy is far from certain, the imbalance in access
afforded through Better Regulation tools is important to
account for when analysing the policy process.

At the time of writing, implementation of OIOO is
underway [66]. Proponents of regulatory offsetting, pre-
dominantly consisting of businesses and some member
states, have expressed concerns that the initiative is “too
little” (too narrow in scope and overly flexible) and comes
“too late” (following large packages such as ‘Fit for 55’)
[67]. Opponents, on the other hand, take issue with the
potential risk of neglecting societal benefits when calcu-
lating poorly defined burdens and providing a pathway to
challenge legislation on the basis that it would increase
costs [53, 67]. Moreover, OIOO necessitates the quanti-
fication of costs and benefits [66], known to exacerbate
decision-makers’ dependence on input from industry
(which is better placed to offer quantitative calculations
of costs) and the intrinsic methodological difficulties
in predicting, measuring, and quantifying longer-term
benefits of regulation [60, 68]. The Commission’s sum-
mary of the consultation process for the GPL revision,
for instance, states that “most stakeholders interviewed
could not provide specific quantitative estimates’, but
goes on to note that industry stakeholders provided
information on costs and “a few industry respondents to
the survey provided one-off adjustment costs, related to
[...] ongoing regulatory costs” [63].

Discursive use of better regulation norms and principles
The EU’s own narratives around Better Regulation can
be used strategically by those seeking to shape policy. For
instance, the prevailing emphasis on burden reduction
— coupled with the absence of concrete detail regard-
ing what constitutes (un)acceptable costs for protecting
health and the environment — invites framing of bona
fide regulations as red tape to be cut [51, 52, 61, 67].
Perhaps owing to their greater interest in the agenda,
corporate actors more commonly invoke Better Regu-
lation in attempts to block, delay, or weaken regulatory
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action, whereas civil society groups do not routinely
draw on it. Research documents this trend in tobacco,
human rights and environmental legislation (e.g., [61, 69,
70]). More recently, in consultations for EU initiatives
to improve diets, for example, discursive use occurred
almost solely in submissions by business groups and
companies, which invoked Better Regulation to encour-
age consideration of soft law alternatives to regulation,
comprehensive assessment of business impacts of regu-
lation, and avoiding adding to the regulatory stock (e.g.,
[71, 72]). In the GPL revision, for instance, pharmaceuti-
cal companies used the public consultation to note that,

“[...] minimisation of bureaucratic hurdles is cru-
cial and imposing additional regulatory or financial
burden on industry, especially small and mid-sized
companies, should be avoided to ensure attractive-
ness of Europe as an environment for manufactur-
ing, [research and development] and innovation”

[73].

Similarly, in its response to the consultation on an EU
sustainable food systems framework, the World Federa-
tion of Advertisers refers to Better Regulation to support
calls for self- and co-regulatory governance models:

“Advertising  self-regulation and self-regulatory
codes should therefore continue to be recognised
within the future legal framework and must be
accounted for in any legislative initiative, in accord-
ance with the [...] EU Commission’s Better Regula-
tion Agenda” [74].

Importantly, discursive use of Better Regulation norms
by those who oppose stricter rules may stymie the devel-
opment of bona fide regulation at earlier stages [14, 60].
In line with theories of regulatory chill [75], the anticipa-
tion of challenges on political or technical grounds may
prompt policy-makers to adjust the options considered
and the ambition of resulting proposals [13].

Conclusions: accounting for the rules that govern the rules
that determine health

Reflecting the important role of regulation in protect-
ing populations from harmful products and practices,
understanding the ways in which political actors influ-
ence regulatory policies is increasingly recognised as
key to advancing public health [76]. In reviewing the
role and relevance of the EU’s Better Regulation agenda
we hope to have demonstrated the need to look beyond
specific policy areas, to meta-regulation, and to actors’
ability to shape and use such institutions in their favour
(what Barnett and Duval [77] term institutional power).
Attention to the wider policymaking infrastructure
is critical to our understanding of what may have to
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change upstream to support a policy environment that
fosters equitable health outcomes. The case of EU Bet-
ter Regulation illustrates that further empirical and
conceptual work is needed to characterise the role of
meta-regulation in shaping pathways for influence and
policy outputs.

Analysis of the EU Better Regulation case reveals the
insight that the tools of political science and adjacent
fields can offer when applied through a critical public
health lens. The role of interest groups in promoting
and shaping the Better Regulation agenda, for instance,
reminds us that politics behind the choice of govern-
ance tools merit careful scrutiny. Concepts like instru-
ment constituencies [78] and informal governance [79]
have much to offer our understanding of why particu-
lar tools prevail and perform as they do. Similarly, the
intended and unintended impacts of meta-regulation
across all aspects of policymaking — actions, norms,
knowledge — could be better understood through a
focus on practices [80, 81]. More fundamentally, the
discursive use of Better Regulation suggests a need to
complement the study of institutions with analysis of
the ideas and discourses that shape meta-regulatory
environments [82, 83]. Although positioned as striv-
ing towards a neutral concept of quality, the ‘better’ in
Better Regulation reflects one of many, sometimes con-
flicting, views of what ‘good’ regulation and governance
look like [57, 84]. This has been core to actors’ efforts to
shape Better Regulation for different purposes as well
as its strategic invocation in policy debates, a dynamic
which can only be understood by exploring how ideas
are created, maintained, challenged, and utilised in pol-
icy processes.

In sum, the rules that govern the rules are a crucial
but often overlooked element of the political systems
and mechanisms that shape public health. In particular,
a better understanding of lobbying and wider efforts to
shape policy through the lens of meta-regulation, sup-
ported by closer engagement with the political science
toolbox, has the potential to meaningfully contribute to
the improvement of governance for public health.

Abbreviations

BAT British American Tobacco

ERIF European Regulation and Innovation Forum
EU European Union

GPL General Pharmaceutical Legislation

IA Impact assessment

e][0]6] One in, one out

RSB Regulatory Scrutiny Board
REACH  Registration, Evaluation, Authorisation and Restriction of Chemicals

Acknowledgements
The authors would like to thank Prof Jeff Collin and Dr Rob Ralston for guid-
ance and suggestions during the development of the paper.

Page 7 of 9

Authors’ contributions

KL and EB were both involved in the conception of the article, as well as the
analysis and writing process. All authors have read and approved the final
manuscript.

Funding

This work was supported by UK Research and Innovation [Medical Research
Council grant reference MR/T023244/1]. The funder had no role in study
design, data collection, analysis, decision to publish, or preparation of the
manuscript. For the purpose of open access, the author has applied a Creative
Commons Attribution (CC BY) licence to any Author Accepted Manuscript
version arising from this submission.

Availability of data and material
All material used in this article is publicly available and referenced.

Declarations

Ethics approval and consent to participate
Not applicable.

Consent for publication
Not applicable.

Competing interests
The authors have no competing interests to declare.

Received: 14 February 2023 Accepted: 5 September 2023
Published online: 14 September 2023

References

1. Bernier NF, Clavier C. Public health policy research: making the case for a
political science approach. Health Promot Int. 2011;26(1):109-16.

2. Liverani M, Hawkins B, Parkhurst JO. Political and Institutional Influences
on the Use of Evidence in Public Health Policy. A Systematic Review. PLoS
One. 2013;8(10):e77404.

3. SchreckerT, Bambra C. How politics makes us sick: Neoliberal epidemics.
London: Palgrave Macmillan; 2015.

4. Lencucha R, Thow AM. How Neoliberalism Is Shaping the Supply of
Unhealthy Commodities and What This Means for NCD Prevention. Int J
Health Policy Manag. 2019;8(9):514-20.

5. Madureira Lima J, Galea S. Corporate practices and health: a framework
and mechanisms. Global Health. 2018;14(1):21.

6. Kickbusch I, Allen L, Franz C. The commercial determinants of health.
Lancet Glob Health. 2016;4(12):e895-6.

7. Freudenberg N, Lee K, Buse K, Collin J, Crosbie E, Friel S, et al. Defining
Priorities for Action and Research on the Commercial Determinants of
Health: A Conceptual Review. Am J Public Health. 2021;111(12):2202-11.

8. Mialon M. An overview of the commercial determinants of health. Glob
Health. 2020;16(1):74.

9. Morgan B. The Economization of Politics: Meta-Regulation as a Form of
Nonjudicial Legality. Soc Leg Stud. 2003;12(4):489-523.

10. OECD Regulatory Policy Outlook. Paris: OECD Publishing; 2021. https://
doi.org/10.1787/38b0fdb1-en. Accessed 1 Aug 2023.

11. Trew S. International regulatory cooperation and the public good: How
"good regulatory practices”in trade agreements erode protections for
the environment, public health, workers and consumers. Amsterdam:
Transnational Institute; 2019.

12. Gleeson D, Lexchin J, Labonté R, Townsend B, Gagnon M-A, Kohler J, et al.
Analyzing the impact of trade and investment agreements on pharma-
ceutical policy: provisions, pathways and potential impacts. Glob Health.
2019;15(1):78.

13. Brooks E, Lauber K. Administering a chill pill? Better Regulation and the
potential for regulatory chill in European Union health policy. Journal of
Health Politics, Policy and Law. forthcoming.


https://doi.org/10.1787/38b0fdb1-en
https://doi.org/10.1787/38b0fdb1-en

Lauber and Brooks Globalization and Health

20.

21.

22.

23.

24.

25.

26.

27.

28.

29.

30.

31.

32.

33.

34

35.

36.

37.

38.

39.

40.

(2023) 19:70

Godziewski C. Evidence and Power in EU Governance of Health Promo-
tion: Discursive Obstacles to a “Health in All Policies” Approach. J Com-
mon Mark Stud. 2020;58(5):1307-24.

Smith KE, Fooks G, Collin J, Weishaar H, Mandal S, Gilmore AB. "Work-

ing the System”- British American Tobacco's Influence on the European
Union Treaty and Its Implications for Policy: An Analysis of Internal
Tobacco Industry Documents. PLoS Med. 2010;7(1):e1000202.

Smith KE, Fooks G, Gilmore AB, Collin J, Weishaar H. Corporate Coali-
tions and Policy Making in the European Union: How and Why British
American Tobacco Promoted “Better Regulation.”J Health Polit Policy Law.
2015;40(2):325-72.

de Ville F, Siles-Briigge G. Why TTIP is a game-changer and its critics have
a point. J Eur Publ Policy. 2017;24(10):1491-505.

Burgin A. Intra- and Inter-Institutional Leadership of the European Com-
mission President: An Assessment of Juncker's Organizational Reforms. J
Common Mark Stud. 2018;56(4):837-53.

Meuwese A, Gomtsian S. Regulatory Scrutiny of Subsidiarity and Propor-
tionality. Maastrich J Eur Comp Law. 2015;22(4):483-505.

European Commission. Action Plan for Better Regulation. Luxembourg:
Office for Official Publications of the European Union; 2002.

Radaelli C. Policy brief: The state of play with the better regulation strat-
egy of the European Commission. STG Policy Pap. 2021;(2021/6):1-7.
European Commission. Communication ‘Better regulation for better
results - an EU agenda’ COM(2015) 215 final, 19.5.2015. Brussels: European
Commission; 2015.

European Commission. Better Regulation Toolbox. Luxembourg: Office
for Official Publications of the European Union; 2021.

European Commission. Better Regulation Guidelines. Luxembourg: Office
for Official Publications of the European Union; 2021.

Garben S, Govaere |, editors. The EU better regulation agenda: A critical
assessment. Portland, Oregon: Hart Publishing; 2018.

Listorti G, Basyte-Ferrari E, Acs S, Smits P. Towards an Evidence-Based and
Integrated Policy Cycle in the EU: A Review of the Debate on the Better
Regulation Agenda. J Common Mark Stud. 2020;58(6):1558-77.

Radaelli C. Halfway Through the Better Regulation Strategy of the Juncker
Commission: What Does the Evidence Say? J Common Mark Stud.
2018;56(51):85-95.

Smith KE. Beyond Evidence-Based Policy in Public Health: The Interplay of
Ideas. London: Palgrave Macmillan; 2013.

Alemanno A. How Much Better is Better Regulation? Assessing the
Impact of the Better Regulation Package on the European Union - A
Research Agenda. Eur J Risk Regul. 2015;6(3):344-56.

Popelier P. Governance and Better Regulation: Dealing with the Legiti-
macy Paradox. Eur Public Law. 2011;17(3):555-69.

Dunlop CA, Radaelli CM. Better Regulation in the European Union. In:
Maggetti M, Di Mascio F, Natalini A, editors. The Handbook of Regulatory
Authorities. Cheltenham: Edward Elgar; 2022. p. 303-313.

European Commission. Draft Resolution of the Council concerning the
action programme for SME. Luxembourg: Office for Official Publications
of the European Union; 1986.

European Commission. Communication ‘Better regulation: Joining forces
to make better laws! Luxembourg: Office for Official Publications of the
European Union; 2021.

European Commission. Regulatory Scrutiny Board [Website]. 2023.
https://ec.europa.eu/info/law/law-making-process/regulatory-scrutiny-
board_en. Accessed 13 Feb 2023.

European Commission. REFIT [Website]. 2023. https://ec.europa.eu/info/
law/law-making-process/evaluating-and-improving-existing-laws/refit-
making-eu-law-simpler-less-costly-and-future-proof_en. Accessed 12 Feb
2023.

European Commission. Better Regulation: why and how [Website]. 2023.
https://ec.europa.eu/info/law/law-making-process/planning-and-propo
sing-law/better-regulation-why-and-how_en. Accessed 13 Feb 2023.
von der Leyen U. Mission letter to Maro$ Sef¢ovi¢. Brussels: European
Commission; 2019.

Craig P, de Burca G. EU Law: Texts, cases and materials. 6th ed. Oxford:
Oxford University Press; 2015.

van den Abeele E. The European Union versus the Better Regulation
Agenda. Brussels: European Trade Union Institute; 2019.

Taffoni G. Regulating for Innovation? Insights from the Finnish Presidency
of the Council of the European Union. Eur J Risk Reg. 2020;11(1):141-7.

41.

42.

43.

44,

45.

46.

47.

48.

49.

50.

51.

52.

53.

54.

55.

56.

57.

58.

59.

60.

61.

62.

63.

64.

65.

Page 8 of 9

Read R, O'Riordan T. The Precautionary Principle Under Fire. Environment.
2017;59(5):4-15.

European Commission. Communication on the precautionary principle.
Luxembourg: Office for Official Publications of the European Union; 2000.
Renda A, Simonelli F. Study supporting the interim evaluation of the
innovation principle: independent expert report for DG Research and
Innovation. Brussels: Centre for European Policy Studies; 2019.

Garnett K, Van Calster G, Reins L. Towards an innovation principle: an
industry trump or shortening the odds on environmental protection?
Law Innov Technol. 2018;10(1):1-14.

European Regulation and Innovation Forum. Main achievements. Brus-
sels: ERIF; 2021.

European Risk Forum. Benefits of an EU Law on Administrative Procedure.
Brussels: ERF; 2014.

European Regulation and Innovation Forum. European Commission
Communication on Better Regulation 2021. Brussels: ERIF; 2021.
BusinessEurope. ‘One in, one out'at EU level - BusinessEurope strategy
paper. Brussels: BusinessEurope; 2020.

BusinessEurope. Better regulation for a more resilient Europe - a Busines-
sEurope position paper. Brussels: BusinessEurope; 2021.

BusinessEurope. Better regulation for better results - an EU agenda. Brus-
sels: BusinessEurope; 2015.

New Economics Foundation, European Environmental Bureau. Reprotect-
ing Europe: The European Green Deal vs the war on regulations. Brussels:
NEF, EEB; 2020.

Corporate Europe Observatory. “Better Regulation”: corporate-friendly
deregulation in disguise. Brussels: CEO; 2020.

World Wildlife Fund. The New EU “Better Regulation” Guidelines: WWF
analysis & recommendations. Brussels: WWF EU; 2022.

Smokefree Partnership. EU Better Regulation: from economic to citizen-
centric? [Event]. Brussels: Smokefree Partnership; 2010. https://www.
smokefreepartnership.eu/our-policy-work/events/eu-better-regulation-
from-economic-to-citizen-centric. Accessed 12 Feb 2023.

Better Regulation Watchdog. Founding statement of the Better Regula-
tion Watchdog. Brussels: BEUC; 2015.

Integrity Watch EU. Commission Meetings (keyword search for ‘better
regulation’) [Online database]. Brussels: Transparency International EU;
2023. https://www.integritywatch.eu/ecmeetings.php. Accessed 13 Feb
2023.

Radaelli C, Meuwese A. Hard questions, hard solutions: proceduralisation
through impact assessment in the EU. West Eur Polit. 2010;33(1):136-53.
McDonald's. No Silver Bullet [Website]. 2023. https://nosilverbullet.eu/.
Accessed 1 Aug 2023.

Kearney. No Silver Bullet: Why the right mix of solutions will achieve
circularity in Europe’s informal eating out (IEO) sector [Report]. 2023.
Available from: https://nosilverbullet.eu/wp-content/uploads/2023/02/
No-silver-bullet-why-a-mix-of-solutions-is-required-to-achieve-circu
larity-in-Europe.pdf. Accessed 19 Jul 2023.

Smith KE, Fooks G, Collin J, Weishaar H, Gilmore A. Is the Increasing

Policy Use of Impact Assessment in Europe Likely to Undermine Efforts
to Achieve Healthy Public Policy? J Epidemiol Community Health.
2010,64(6):478-87.

Corporate Europe Observatory. ‘Inside job’: How business lobbyists used
the Commission’s scrutiny procedures to weaken human rights and
environmental legislation. Brussels: CEO; 2022.

European Ombudsman. The composition of the European Commission’s
Regulatory Scrutiny Board and how it interacts with interest representa-
tives [press release]. 2023. https://europa.eu/!mx9KG9. Accessed 17 May
2023.

European Commission. Stakeholder consultation (synopsis report), Annex
2 of SWD(2023) 192 final, 26.04.2023. Luxembourg: Office for Official
Publications of the European Union; 2023.

European Commission. Meetings of Vice-President Margaritis Schinas
with organisations and self-employed individuals. Brussels: European
Commission; 2023. https://ec.europa.eu/transparencyinitiative/meetings/
meeting.do?host=2889f7f8-fbd6-48cc-9e55-1db92a140db5. Accessed 1
Aug 2023.

European Commission. Meetings of Cabinet members of Vice-President
Margaritis Schinas with organisations and self-employed individuals.
Brussels: European Commission; 2023. https://ec.europa.eu/transparen


https://ec.europa.eu/info/law/law-making-process/regulatory-scrutiny-board_en
https://ec.europa.eu/info/law/law-making-process/regulatory-scrutiny-board_en
https://ec.europa.eu/info/law/law-making-process/evaluating-and-improving-existing-laws/refit-making-eu-law-simpler-less-costly-and-future-proof_en
https://ec.europa.eu/info/law/law-making-process/evaluating-and-improving-existing-laws/refit-making-eu-law-simpler-less-costly-and-future-proof_en
https://ec.europa.eu/info/law/law-making-process/evaluating-and-improving-existing-laws/refit-making-eu-law-simpler-less-costly-and-future-proof_en
https://ec.europa.eu/info/law/law-making-process/planning-and-proposing-law/better-regulation-why-and-how_en
https://ec.europa.eu/info/law/law-making-process/planning-and-proposing-law/better-regulation-why-and-how_en
https://www.smokefreepartnership.eu/our-policy-work/events/eu-better-regulation-from-economic-to-citizen-centric
https://www.smokefreepartnership.eu/our-policy-work/events/eu-better-regulation-from-economic-to-citizen-centric
https://www.smokefreepartnership.eu/our-policy-work/events/eu-better-regulation-from-economic-to-citizen-centric
https://www.integritywatch.eu/ecmeetings.php
https://nosilverbullet.eu/
https://nosilverbullet.eu/wp-content/uploads/2023/02/No-silver-bullet–why-a-mix-of-solutions-is-required-to-achieve-circularity-in-Europe.pdf
https://nosilverbullet.eu/wp-content/uploads/2023/02/No-silver-bullet–why-a-mix-of-solutions-is-required-to-achieve-circularity-in-Europe.pdf
https://nosilverbullet.eu/wp-content/uploads/2023/02/No-silver-bullet–why-a-mix-of-solutions-is-required-to-achieve-circularity-in-Europe.pdf
https://europa.eu/!mx9KG9
https://ec.europa.eu/transparencyinitiative/meetings/meeting.do?host=2889f7f8-fbd6-48cc-9e55-1db92a140db5
https://ec.europa.eu/transparencyinitiative/meetings/meeting.do?host=2889f7f8-fbd6-48cc-9e55-1db92a140db5
https://ec.europa.eu/transparencyinitiative/meetings/meeting.do?host=1c597372-c76e-46ef-b928-2edca30b31d6

Lauber and Brooks Globalization and Health

66.

67.

68.

69.

70.

71.

72.

73.

74.

75.

76.

77.

78.

79.

80.

81.

82.

83.

84.

(2023) 19:70

cyinitiative/meetings/meeting.do?host=1c597372-c76e-46ef-b928-
2edca30b31d6. Accessed 1 Aug 2023.

European Commission. The European Union’s efforts to simplify legisla-
tion: Annual Burden Survey 2021. Luxembourg: Office for Official Publica-
tions of the European Union; 2022.

van den Abeele E."One in, one out; an incongruous approach to the
major European challenges. Brussels: European Trade Union Institute;
2021.

Renda A. Cost-benefit analysis and EU policy: Limits and opportunities. In:
Garben S, Govaere |, editors. The EU better regulation agenda: A critical
assessment. Portland, OR: Hart Publishing; 2018. p. 49-62.

Peeters S, Costa H, Stuckler D, McKee M, Gilmore AB. The revision of

the 2014 European tobacco products directive: an analysis of the
tobacco industry’s attempts to 'break the health silo!Tob Control.
2016;25(1):108-17.

Weishaar H, Amos A, Collin J. Unpacking commercial sector opposition to
European smoke-free policy: lack of unity, fear of association’and harm
reduction debates. Tob Control. 2016;25(4):422-9.

Finnish Food and Drink Industries Federation, FoodDrinkEurope, UNESDA,
CAOBISCO, Comité Européen des Entreprises Vins, ACIBEV, et al. Sustain-
able EU food system - new initiative [Online submissions]. 2023. Available
from: https://ec.europa.eu/info/law/better-regulation/have-your-say/initi
atives/13174-Sustainable-EU-food-system-new-initiative_en. Accessed 13
Feb 2023.

Mars, Food Industries Association of Austria, Association of the German
Confectionery Industry, European Federation of Origin Wines, Council
DAaF, Food Federation Germany, et al. Food labelling - revision of rules on
information provided to consumers [Online submissions]. 2023. https://
ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/12749-
Food-labelling-revision-of-rules-on-information-provided-to-consumers_
en. Accessed 13 Feb 2023.

Bundesverband der Pharmazeutischen Industrie e.V. Response to
European Commission consultation on the revision of the General Phar-
maceutical Legislation [Online submissions]. 2021. Available from: https://
ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/12963-
Revision-of-the-EU-general-pharmaceuticals-legislation/public-consultati
on_en. Accessed 13 Feb 2023.

World Federation of Advertisers. Sustainable EU food system — new
initiative [Online submissions]. 2022. Available from: https://ec.europa.eu/
info/law/better-regulation/have-your-say/initiatives/13174-Sustainable-
EU-food-system-new-initiative/public-consultation_en. Accessed 1 Aug
2023.

Schram A, Friel S, Anthony VanDuzer J, Ruckert A, Labonté R. Internalisa-
tion of International Investment Agreements in Public Policymaking:
Developing a Conceptual Framework of Regulatory Chill. Glob Policy.
2018;9(2):193-202.

Gilmore AB, Fabbri A, Baum F, Bertscher A, Bondy K, Chang H-J, et al.
Defining and conceptualising the commercial determinants of health.
The Lancet. 2023;401(10383):1194-213.

Barnett M, Duvall R. Power in International Politics. Int Organ.
2005;59(1):39-75.

Simons A, Vof3 J-P. The concept of instrument constituencies: accounting
for dynamics and practices of knowing governance. Policy and Society.
2018;37(1):14-35.

Ralston R. The informal governance of public-private partnerships in UK
obesity policy: Collaborating on calorie reduction or reducing effective-
ness? Soc Sci Med. 2021,289:114451.

Freeman R, Maybin J. Documents, practices and policy. Evid Policy.
2011;7(2):155-70.

Freeman R, Griggs S, Boaz A. The practice of policy making. Evid Policy.
2011,7(2):127-36.

Schmidt VA. Discursive institutionalism: The explanatory power of ideas
and discourse. Annu Rev Political Sci. 2008;11(1):303-26.

Carstensen MB, Schmidt VA. Power through, over and in ideas: conceptu-
alizing ideational power in discursive institutionalism. J Eur Public Policy.
2016;23(3):318-37.

Smith KE, Gilmore AB, Fooks G, Weishaar H. Tobacco industry attempts

to undermine Article 5.3 and the “good governance”trap. Tob Control.
2009;18(6):509-11.

Page 9 of 9

Publisher’s Note
Springer Nature remains neutral with regard to jurisdictional claims in pub-
lished maps and institutional affiliations.

Ready to submit your research? Choose BMC and benefit from:

fast, convenient online submission

thorough peer review by experienced researchers in your field

rapid publication on acceptance

support for research data, including large and complex data types

gold Open Access which fosters wider collaboration and increased citations

maximum visibility for your research: over 100M website views per year

K BMC

At BMC, research is always in progress.

Learn more biomedcentral.com/submissions



https://ec.europa.eu/transparencyinitiative/meetings/meeting.do?host=1c597372-c76e-46ef-b928-2edca30b31d6
https://ec.europa.eu/transparencyinitiative/meetings/meeting.do?host=1c597372-c76e-46ef-b928-2edca30b31d6
https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/13174-Sustainable-EU-food-system-new-initiative_en
https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/13174-Sustainable-EU-food-system-new-initiative_en
https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/12749-Food-labelling-revision-of-rules-on-information-provided-to-consumers_en
https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/12749-Food-labelling-revision-of-rules-on-information-provided-to-consumers_en
https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/12749-Food-labelling-revision-of-rules-on-information-provided-to-consumers_en
https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/12749-Food-labelling-revision-of-rules-on-information-provided-to-consumers_en
https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/12963-Revision-of-the-EU-general-pharmaceuticals-legislation/public-consultation_en
https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/12963-Revision-of-the-EU-general-pharmaceuticals-legislation/public-consultation_en
https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/12963-Revision-of-the-EU-general-pharmaceuticals-legislation/public-consultation_en
https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/12963-Revision-of-the-EU-general-pharmaceuticals-legislation/public-consultation_en
https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/13174-Sustainable-EU-food-system-new-initiative/public-consultation_en
https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/13174-Sustainable-EU-food-system-new-initiative/public-consultation_en
https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/13174-Sustainable-EU-food-system-new-initiative/public-consultation_en

	Why meta-regulation matters for public health: the case of the EU better regulation agenda
	Abstract 
	Introduction
	Meta-regulation, agency, and public health
	The EU Better Regulation agenda
	Normative basis
	Policy tools and principles
	Impact assessment
	Evaluation
	Stakeholder consultation
	Quality control
	Regulatory stock management

	Principles
	Agency shapes structure shapes agency: the role of Better Regulation in health policymaking
	Lobbying ‘one level up’: how have actors sought to shape Better Regulation?
	How does better regulation shape actors’ capacity to influence policy?
	Instrumental use of better regulation tools
	Discursive use of better regulation norms and principles
	Conclusions: accounting for the rules that govern the rules that determine health

	Acknowledgements
	References


